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Your firm’s response (undated) received in our office on July 11, 2001 is inadequate

because it failed to provide examples of the actual service reports and there are no

remarks discussing the reason the conclusion "no further investigation” was not possible

or not taken. There is no statement as to how the report was closed, e.g., replaced

component, etc

2. Your firm failed to establish and maintain procedures for implementing corrective
and prevenuve action (CAPA) as required by 21 CFR 820.100. For example, your SOP,
rev. C addressing CAPA does not inciude a requirement to review sources of quality

data to anaiyze for significant trends.
Your response (undated ) received in our office on Juty i1, 2001 is maaequate because it
fails to define the term “periodicaily”, e.g., quarterly, annually, etc. This review needs
to be more specific and should describe what methodology is required to be performed
to detect recurring quality problems. Further, your response is incompiete because it
failed to provide any evidence of reviews that have been conducted.

3. Your firm’s device history records (DHRs) are not maintained to ensure that each
batch, lot or unit are manufactured in accordance with the device master record
(DMR) as required by 21 CFR 820.184. For example, manufacturing records for 1000
pieces of the scaler tip, lot To501 could not be located. A new document was
created on May 14, 2001 without any reference to the lost original records.

Your response (undated) received in our office on July 11, 2001 is inadequate because it
fails to address any investigation that may be conducted for a lost or misplaced record
and is properly documented for the file.

4. Your firm failed to approve documents that require an approval date signature of a
responsible official as required by 21 CFR 820.40(a). For example, the Non-
Conforming product procedure, WI:13-W01 Rev. A was not signed or dated.

Your response (undated) received in our office on July 11, 2001 appears to be adequate.

The specific violations noted in this letter and in the List of Observations (FDA 483)
issued to Martyn Thomas, Electronics Engineer, at the closeout of the inspection may be
symptomatic of serious underlymg problems in your firm's manufacturing and quality
assurance systems. You are responsible for investigating and determining the causes of
the violations identified by the FDA. If the causes are determined to be systems
problems, you must promptly initiate permanent corrective actions.

Federal agencies are advised of the issuance of all Warning Letters about devices so that
they may take this information into account when considering the award of contracts.
Additionally, no premarket submissions for Class Ill devices to which QS regulation
deficiencies are reasonably related will be cleared until the violations have been
corrected. Also, no requests for Certificates for Products for Export will be approved
until the violations related to the subject devices have been corrected.
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LAMA 7 A
Director, Florida District

Emma Singieton

Sincerely,
NN 1



